GENETIC ENGINEERING AND BIOTECHNOLOGY: AN OVERVIEW                   9

then be possible to build on a base of experience in expanding the range
of environmental uses for genetically engineered organisms.

Governmental Regulation of Biotechnology

The federal government regulates biotechnology from two distinct
perspectives. In the area of research, the National Institutes of Health,
through its Recombinant DNA Advisory Committee (RAG), has estab-
lished guidelines that prohibit certain kinds of experiments and set
various levels of containment for others. The guidelines apply only to
federally funded research, but nongovernmental research institutes
and private companies have also adopted them. An increasingly larger
portion of the research has become exempt from the guidelines as the
level of concern over the risks of recombinant DNA research has fallen
during the past decade.

The federal government also regulates biotechnology through the
actions of various agencies with authority over emerging products. The
Food and Drug Administration (FDA) approves new human drugs and
biologies, food additives, medical devices, and some agricultural prod-
ucts and veterinary medicines. The Environmental Protection Agency
(EPA) regulates pesticides, hazardous chemicals, and pollutants and
plans to oversee the release of certain genetically engineered orga-
nisms into the environment. The U.S. Department of Agriculture
regulates animal biologies and broad categories of organisms impor-
tant to agriculture, a jurisdiction that partially overlaps the jurisdic-
tions of the FDA and the EPA. Each of these agencies, in regulating the
products of biotechnology, also becomes involved to some extent in
overseeing the research and development leading to those products.

In response to apprehensions about such issues as overlapping
jurisdictions, the division of responsibility between the RAG and other
federal agencies, and the adequacy of existing legislation to ensure the
safety of forthcoming applications of biotechnology, the Cabinet Coun-
cil on Natural Resources and the Environment created the Cabinet
Council Working Group on Biotechnology in 1984 under the leadership
of the White House Office of Science and Technology Policy. The
working group concluded that no new legislation was needed to give
federal agencies adequate regulatory authority over the products of
biotechnology expected in the immediate future. However, the group
did propose that committees similar to the RAC be set up at each of the
federal agencies with significant jurisdiction over biotechnology. It also
proposed the formation of an interagency coordinating committee on
biotechnology, which would lend direction to the science underlying